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A. Patie 0 atio
1. Pstient identifier |2. Age st time 3. Sex 4. Weight
of event:
or 30 yrs (X)femate lbs
Case # 8 Date or
in contidence of birth: { Jmale 75 kgs
B. Adverse eve or prod probie
1. X Adverse svaat and/or Product problem (o.g., defects/malfunctions)
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1. Name (give labeled strength & mfr/labeler, if known)

#1 Extra Strength TYLENOL Tablets
2

3. Therapy dates (it unknown, give duration)
from/to lor best estimate)

2/94; over 5-6 days

2. Dows, frequency & routs used

#1 25-30 grams, po f

2. Outcomes attributed to adverve event
{check ali that apply}

( ) disability
(x) desth ‘mdﬁv/";l'?/vé ¢ ) congenital anomaly
() |He-threatening . () required intervention to prevent
Ve permanent Fmpaient/damage
(x) hospital - initist gr prolonged *
{ ) other

£2
4. Disgnowis for use (indication)

#1 flu-syndrome

?2

6. Event abatad after use
d or dose red ¢

Lo o

3. Date of svent 4. Date of this report

2/10/94

(mo.dayrye}

02/12/98

{ma/day/yr)

5. Describe event or problem

Reports of 19 cases complied by attorney & sent to FDA;Agen-
cy forwarded these reports to McNeil upon request to Docket
No.77M-094W,Ref .94 ,Vol .6 of 7. Of the 19 cases,11 were prev-
jously submitted by McNeil(MFR# 0158783A, 0171537A,0284020A,
03259984, 0374114A, 0495613A, 0505064A, 0505223A, 0505252A,
0599479A,0673820A). Case #8 indicates 30 yof w/hx of heavy
alcohol use took 50-60 Extra Strength TYLENOL Tablets over
$-6 days for flu-syndrome w/heavy alcchol every day. A few
days later,on 2/10/94 pt admitted to hosp w/ABDOMINAL PAIN,
vomiting & THROMBOCYTOPENIA. Pt transferred (2/13/94) to 2nd
hosp w/acute liver failure, coagulopathy(COAGULATION DISORD-
ER), thrombocytopenia. Developed increasing ICP w/focal seiz-
ures, HEPATORENAL SYNDROME, hepatic encephalopathy & cerebelt-
ar edema(ACUTE BRAIN SYNDROME). Pt expired(2/16/94). Autopsy
report indicates massive coagulative necrosis of the tiver,
which is cause of DEATH; necrosis is so extensive that exact
etiology cannot be determined.Discharge dx listed as: Pul-
monary HEPATIC FAILURE; hx of EtOH abuse; Tylenol OVERDOSE.

£1 () Yes () No (X) N/
[ 74
8. Lot # (it known] 7. Exp. date {if known} |#2 ( ) Yes ( ) No € ) N/A
#1 Unknown LAl Unknown 8. Event reappeared aftar
2 22 reintroduction

#1 () Yes () No (X) N/
9. NDC # - for product problems only (if known)

2 ()Yes()No()lvl/:

10, C i medical ducts and therapy dates {exciude trentment of event)
none (Cont’Sect. 8 7) autopsy report: urine toxicology screen

positive for opiates, but all other substances, including
cocaine were negative

G. All manufacturers

6. Relavant teste/lab y data, including dates

on 2/11/94 SGOT=876, SGPT= 328, Bili=1.4, PT=16; on 2/13/94
acetaminophen level=4.1 mcg/ml, T bili=4.1, SGOT=24685,
SGPT=6895, alk phos=318, PT=16, WBC=6.7 w/shift to left,

pLt=7000, BUN/CR=13/0.6; (See Sect.B.7.)

1. Contact office - name/address (& mifagsite for devices) |[2. Phone number
Mcleil Consumer Prod 215-233-7820
Medical Affairs - . |3 Report seurcs
7050 Camp Hitl R il . {chack all that apply
Ft. Wwashington, PRAf19034 ~ :-,.?;':. () foreign

() study
L (x) literature
{ ) consumer
~ i heaith
4. Date received by manufecturer[S™w-0 -7 7 - (x) professional
{moldeviyr) . B
12/31/97 (A} NDA & 17-552 ( ) user facility

8. tf IND, protecol # D ¢ comea-

PLA # ( ) reprex -~ ~tive
pre-1838 ( ) Yes ( ) distributor

7. Type of report oTc ( ) other

{check all that apply) product (X) Yes attorney
¢ ) Sday (X)15-day

8. Adverse event termis)
( ) 10-day ¢ )periodic .

7. Other relevant history, including preexieti dical dit te.g.. alk
race, pregnancy, smoking and alcohol use, hepauclren-l dytfuncnon e(c)

multiple admissions for chronic and acute alcohol abuse,
chronic disease from alcohol abuse, gastritis, bulimia, drug
abuse (cocaine and marijuana)

(Sect. B.6. cont): 2nd hospital: on unspecified date,Bili=5,
SGOT=9588, SGPT=3899, alk phos=317, PT=453, BUN/CR=20/3.3,
urine positive for opiates (See Sect.C.10)

(X) tnitial ¢ )follow-up # PAIN ABDOMINAL THROMBOCYTOPENI
COAGULATION DIS HEPATORENAL SYN
9. Mfe. report number
BRAIN SYND ACUT DEATH
09323834 LIVER FAILURE OVERDOSE

E. Initial reporter

1. Name, address & phone #

SRR
[ S
R
“

2. Health professi 3. Occupati

4. Initisl reporter aiso
sent report to FDA

Submission of a repor( does not constitute an
admi v that dical personnel, user facility,

FOA

) Yes (X) No attorney () Yes { ) No (X) Unk

distributor, manufacturer or product d or
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